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Dear Dr. Ackerman: 

The Food and Drug Administration has completed its review of the inspection of your 
manufacturing facility, Marathon Biopharmaceuticals, located at 97 South Street, 
Hopkinton, Massachusetts, between September 19-29, 2000. The inspection revealed 
significant deviations from current good manufacturin,o practice regulations (CGMP) in 
the manufacture OE bulk denileukin diftitox. Those vioI~tions of ti:e C@+@: r~i~~i~i :]le 
product adulterated wi&iii the meaning of Section 5~31 (a)(2)(B) of size Federa! Fso$ 
Drug, and Cosmetic Act. 

Significant deviations observed durin,o the inspection include, but are not limited to: 

LABORATORY CONTROLS 

1. There is no assurance that laboratory determination of satisfactory conformance to 
final specifications for a bulk drug substance was a 
lot 28699HP did not meet release specifications for 
released and distributed. 

3 -. T?xre is no zssurance that laboratory controls, including specifications, samlfing r plans, and test procedures are designed to assure that components, in-process 
materials, and buIk drug substance conform to appropriate standards. For example: 

a) During testing for 
mixture. 

testing is not perfcri:;ed Gil the 
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If you have any questions regarding this letter, please contact Ms. Mary A. Malarkey, 
Director, Division of Case Management, at (301) 8274201. 

DeborahYD. Ralston 
Director 
Office of Regional Operations 


